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Office Action Summary 

. The MAIUNG DATE of this communication appears on the cover sheet with the correspondence address - 




^?H?R?3S) STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3_ MONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. 
Elnsfons ol time may be availab.e under the provisions of 37 CFR 1.136 (a,. In no even, however, may a reply be t.me.y fled 

. lf ^££E2ZI ZZS^&'ZZZ^ within the statutory minimum of thirty ,30, days wi„ 

- „ no reriod d To e r d repTy e, "s specified above, the maximum statutory period wi.. app.y and wi.l expire S.X (6, MONTHS from the mailing date of th.s 

earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 ) K Responsive to communications) filed on Jul 14, 2000 



2a) □ This action is FINAL. 2b) K This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters Prosecution .as ; to the merits is 

closed in accordance with the practice under Ex parte Quayie, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

is/are pending in the application. 

4) 1x1 Claim(s) 1-6 . — 

, . . . is/are withdrawn from consideration. 

4a) Of the above, claim (s) . . . 

n ^. . , t is/are allowed. 

5) D Claim(s) 

„ r-i ^, . . . . - is/are rejected. 

6) S3 Claim(s)M> . . ; 

n ^ , , is/are objected to. 

7) D Claim(s) ■ — 

^ . are subject to restriction and/or election requirement. 

8) U Claims . ■ 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on , is/are objected to by the Examiner. 

1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved. 

1 2) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. § 119 

13) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 
a)D All b)D Some* c)D None of : 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
♦See the attached detailed Office action for a list of the certified copies not received. 
14)63 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 

Attachment(s) 

, 5) Notice of Reference, Cited (PTO-892) 18) □ interview Sundry (PTO-413, Paper No(s). 

16) □ Notice of Draftspersons Patent Drawing Review (PTO-948) 19) □ Notice of Informal Patent Application (PTO-152) 

17) □ Information Disclosure Statement^) (PT0-1449I Paper No(»). 20)D Other 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 9-00) 



Office Action Summary 



Part of Paper No. 3 
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DETAILED ACTION 

The fdowing fc responsive to the PreHminary amendment receded J* K 2000. 
Claims 7-12 are cancelled without prejudice or disclaimer. 
Claims 1-6 are presented for prosecution on the merits. 

Claim Rejections - 35 USC § 112 
, oain* 3-6 are rejected under 35 U.S.C. U2, s«ond para 9 raph, as heino tad** for «n 9 to 

Cim 3 rec.es a mettod fo, therapeu** treaano **- —m*- » » ~ - 

method is used for humans that a. add«ed or dependent on atohol. The spe*ation, 

however, ciearV stt.es ■* «- * - - - P-P- - — » 

at oho, ahuse. Therefore, * * respect,* ^uesKd that Applicant an^d the « to read -A method 
( „r » reduce alcoho, co-nsumptfcn In a human in need comprise — <° 

, he « , expound * Fohnu* The c*ims th^re - he oons^nt the spe*cahon and 
„,,! more clearly portta, ft* whl* Applicant believes to the he the invention. 

Claim Rejections - 35 USC § 103 

* K« n v; 1 1 q c 103(a) which forms the basis for all obviousness 
2. The following is a quotation of 35 U.b.L. lu^aj 

rejections set forth in this Office action: 

W A patent may not he obtained though the invention is "^^^ SfflLt ° 

& ttfTta * e f^SEE? £££ to aVerson having o*ina,y skill in the art to 

3 The factual inquiries set forth in e*m v. Oeere Co. 383 U.S. 1, 148 USPQ 459 (1966), 
that are applied for establishing a background for detennining obviousness under 35 U.S.C. 103(a) are 

summarized as follows: 
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i SSfitfSfiSS S»„S«on M — or 

nonobviousness. 

ThS apptadon currently names Join, invemors. In coning patent of the claims under 
35 U.S.C. 103(a), the examiner presumes ttat the subject matter of the various claims was commonly 
owned at the time an, inventions coven* therein were made absent any evidence to the contra*. 
Aoptant is advfced of the obligate under 37 CFR 1.56 to point out the inventor and invention dates of 
each da.* that was no. common* owned at me time a later invention was made in order for We examiner 
to consider the applicability of 35 U.S.C. 103® and potent*! 35 U.S.C. 102(f) or (g) prior art under 35 
U.S.C. 103(a). 

4. Claims 1-6 are rejected under 35 U.S.C 103(a) as being unpatentable over Keung et al. 

Keung et al. disclose methods of inhibiting ALDH-2 in human livers as well as methods of reducing the 
intake of ethanol by hamsters. Spectfica.*, both methods comprise adminfetering effective amounts of 
daidzin or ana.ogs thereof to human .iver cells and to the hamsters. The resufts show that daidzin as well 
as most of the analogs successful inhibited ALDH-2 in human liver cells and also reduced ethanol intake 
by the hamsters by inhibiting ALDH-2. Please see the abstract; page 1676, Materia* and Methods ; page 
1677, col. 1, last full paragraph to col. 2, Dtafitaii; page 1678, second col., last full paragraph; Table 4. 

Keung et al. do not disclose inhibiting ALDH-2 in a human (in vto) nor do Keung et al. disclose 
reducing ethanol consumption in a human; however, ft would have been obvious to one of ordinary sWI in 
the art to administer daidzin and fts analogs to a human because in view of the desirable resufts obtained 
by Keung et al. using human liver cells and in view of the successful reduction of ethanol intake by 
hamsters as a resuft of ALDH-2 inhibition, one of ordinal skill in the art would reasonably expect daidzin 
and its analogs to effectively inhibit ALDH-2 and thus reduce alcohol consumption in humans. 

With respect to claims 4 and 5, because the prior art discloses substantially similar methods and 
compounds, the specific aldehydes and neurotransmitters affected would be obvious. 
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Double Patenting 

5 The nonsatuto* double patenbng re^on * ^eS^^"^^ 
"public P-S t. P*» neflecte* in - - i'SJSjSS £ss«e harassment * muKiple 

bnSS«^ 

<rn>Al969). •■ 17 tfr 1321© tray be used to overcome an 

(OT A Umely filed terminal disclaimer in <«^^^Z^ UM i provided the conflicting 
actual or provisional rejection based °^™^^^'lSSdi. See 37 CFR 1.130(b). _ 
application or patent is shown to .be common* owned ^ fts pp ^ ^ ^ a termna , dBclaimer . 

„ot a en*al, the, a. no, patenteb^nc, f™ each c*er bec.se boft fte instant append 

rounds represented by Pon^ . in fte instant appltabon and represented by the Wa ,n USPN 
,28. The d*. of ft. instant appfcatfcn d*er fmm fte «ns o, USPN '028 in ft* USPN ^ 

Hc^er.ftescopeofthe^offtel^ntapp^onoveHap^meclaimsofUSPN 028 

the instant application "is broader and encompasses the subgeneric compounds of USPN "028. 

7 3-6 ate re>ected under ftejud^ ere** doct*e of ob*ousness-type double patent 

as being unpatentable over claims 1-6 of U.S. Patent No. 5,624,910. Although the conflicting claims ^ ^ 

Kenbcai. they ane no, patent* from each ofter because boft fte insun, ap^uon and O^N 

,10 d a,m a ^ « ft— trea,ng alcoh. consumptton in a human by admiring da,dan 

^hun.n.rnecla^offteinstanta^nd^.-d.^ofUSPN.lOin^a.ftemeftod 

daims of USPN "910 specifically administer daidzin and no, its analogs. 
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However, fte scope of the Cain* of the instant applMon oveHap the claims o, USPN W 

bKaus e Cm 3 of me instant application * broad, and encompasses the more specie specks, ,e. 

daidzin,ofUSPN'910. 

. «. 1-2 are rejected under fte »»* created doc«« - obvfcusness-typ* doubte patenbng 
as being unpatentable over claims 1-6 of U.S. Patent No. 5,624,910 or claims 1-10 of U.S. Patent No. 
5,886,028 in view of Keung et al. 

USPN '028 and '910 as applied above. 

USPN '028 and «0 do not daim a me** ftr inhWnn, «*2 in a human, however, fte Examiner 
refers to Keung et a,.. whW, dfcetoses ft* suppress** of eftan* intake in hampers » linked to fte 
.nhibtton of AU.H-2. Therefo*. inhl^on of MOH-2 as « in «ns ,-2 wou« have been ob*us in 
the method claims of USPN '028 and '910. 

Conclusion 

Claims 1-6 stand rejected. 

An, inaui-v concerning m con— - - earUer cc^nunicat.ns from fte examiner sbould 
be directed to Cybiife Ddacrorx-Mulftek, wbose teM-one number S (703) 306-3227. The examiner can 
„ormalVbe re achedonTue- F Hfrom8:30 to 6 ; 00. Tne examiner can al» be reached on aKernate 

Mondays. 

„ attOTpB to reach ft. examiner b, Wephone are unsuccessful, fte examiner's supervisor. 
Marine Sek*. can be reached on (703, 308-4725. The fax phone number for ft. Group rs (703, 308- 

4242. . ... 

Any inquiry of a genera, nature or reWng to fte status of ft. applicadon or proceeding should be 

directed to the Group receptionist whose telephone number is (703, 308-0196. 
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